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Art Unit: 1637 

DETAILED ACTION 
Priority 

Applicant's claim for the benefit of a prior-filed application under 35 U.S.C. 1 19(e) 
or under 35 U.S.C. 120, 121 , or 365(c) is acknowledged. Based on the priority date of 
02/17/1994, the pending claims have been found to be free of the prior art. 

Double Patenting 

1 . The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application clairh is not patentably distinct 
from the reference clalm(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g.. In re Berg, 140 
F.Sd 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 USPQ 
644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321(c) or 1 .321(d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply 
with 37 CFR 3.73(b). 

2. Claims 1-4 are rejected on the ground of nonstatutory obviousness-type double 
patenting as being unpatentable over claims 1-4 of U.S. Patent No. 5,605,793. 
Although the conflicting claims are not identical, they are not patentably distinct from 
each other because claims 1-4 of the issued patent represent species which render the 
generic claims 1 -4 of the instant application obvious. 
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3. Regarding claim 1 of the instant application, a comparison to claim 1 of the 
issued patent reveals that, although there are minor differences in wording, the two 
claims describe the same process. The only true distinction between the claims is the 
limitation in claim 1 of the issued patent "d) repeating steps b) and c) for at least two 
further cycles, wherein the resultant mixture in step (b) of a further cycle includes the 
mutagenized double-stranded polynucleotide from step c) of the previous cycle, and the 
further cycle fonvs a further mutagenized double-stranded polynucleotide. " The 
corresponding limitation of claim 1 of the instant application "d) repeating steps (b) and 
(c)" is generic to the limitation in claim 1 of the issued patent. Because claim 1 of the 
instant application does not recite any step of removing the mutagenized double- 
stranded polynucleotide in step (c), said mutagenized double-stranded polynucleotide 
would inherently be present in step (d). Therefore, the only distinction between claim 1 
of the issued patent and claim 1 of the instant application is the requirement in the 
method of the issued patent of "repeating steps b) and c) for at least two further cycles" 
(a species) while the method of claim 1 of the instant application only requires 
"repeating steps (b) and (c)" (a genus). 

4. Because depending claims 2-4 of the instant application correspond exactly to 
depending claims 2-4 of the issued patent, and because claim 1 of the issued patent 
renders the claim 1 of the instant application obvious for the reasons discussed above, 
so then do claims 2-4 of the issued patent render claims 2-4, respectively, of the instant 
application obvious as a species anticipating a genus. 

5. MPEP 2131.02 states: 
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"A generic claim cannot be allowed to an applicant if the prior art discloses a species 
falling within the claimed genus." The species in that case will anticipate the genus. In re 
Slayter. 276 F.2d 408. 411. 125 USPQ 345. 347 (CCPA 1960); In re Gosteli. 872 F.2d 
1008, 10 USPQ2d 1614 (Fed. Cir. 1989) 

6. Claims 1-5 are rejected on the ground of nonstatutory obviousness-type double 
patenting as being unpatentable over claims 1-5 of U.S. Patent No. 5.830,721. 
Although the conflicting claims are not identical, they are not patentably distinct from 
each other because claims 1-5 of the issued patent represent species which render the 
generic claims 1-5 of the instant application obvious. 

7. Regarding claim 1 of the instant application, a comparison to claim 1 of the 
issued patent reveals that, although there are minor differences in wording, the two 
claims describe the same process. The only true distinction between the claims is the 
limitation in claim 1 of the issued patent "a) providing a population of double-stranded 
overlapping fragments". The corresponding limitation of claim 1 of the instant 
application "a) adding to the resultant population of double-stranded fragments" is 
generic to the limitation in claim 1 of the issued patent. Therefore, the only distinction 
between claim 1 of the issued patent and claim 1 of the instant application is the 
requirement in the method of the issued patent of using "overlapping" double-stranded 
fragments of a double-stranded template (a species) while the method of claim 1 of the 
instant application only requires using double-stranded fragments of a double-stranded 
template (a genus). 

8. Because depending claims 2-5 of the instant application correspond exactly to 
depending claims 2-5 of the issued patent, and because claim 1 of the issued patent 
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renders the claim 1 of the instant application obvious for the reasons discussed above, 
so then do claims 2-5 of the issued patent render claims 2-5, respectively, of the instant 
application obvious as a species anticipating a genus. 

9. Claims 6-1 1 are rejected on the ground of nonstatutory obviousness-type double 
patenting as being unpatentable over claims 2-7 of U.S. Patent No. 5,830,721 for the 
reasons set forth below. 

10. Regarding claim 6 of the instant application, a comparison to claim 6 of the 
issued patent reveals that, although there are minor differences in wording, the only true 
distinction between the claims is the limitation in claim 6 of the instant application 
wherein the expressed recombinant proteins have "biological activity". Claim 6 of the 
issued patent does not require that the expressed protein have biological activity. 
However, it would have been prima facie obvious to one of ordinary skill in the art at the 
time to which priority of the instant application is claimed to use the method taught by 
the issued patent to express proteins with biological activity. 

1 1 . Regarding claims 7-1 0, the limitations wherein the concentration of a specific 
double-stranded fragment in the mixture of double-stranded fragments in step (a) is less 
than 1% by weight of the total DNA, wherein the number of different specific double- 
stranded fragments in step (a) comprises at least about 100, wherein the size of the 
double-stranded fragments is from about 5 bp to 5 kb, wherein the size of the 
mutagenized double-stranded polynucleotide comprises from 50 bp to 100 kb, said 
limitations are repeated verbatim from claims 2-5 of the Issued patent. 
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12. Regarding claim 1 1 , wherein the method further comprises selecting the desired 
recombinant protein from the population of recombinant proteins, claim 7 of the issued 
patent teaches the method further comprising selecting selecting the desired 
recombinant protein from the population of recombinant proteins. 

13. Claims 12-16 are rejected on the ground of nonstatutory obviousness-type 
double patenting as being unpatentable over claims 8-12 of U.S. Patent No. 5,830,721 . 
Although the conflicting claims are not identical, they are not patentably distinct from 
each other because claims 8-12 of the issued patent represent species which render 
the generic claims 12-16 of the instant application obvious. 

14. Regarding claim 12 of the instant application, a comparison to claim 8 of the 
issued patent reveals that, although there are minor differences in wording, the two 
claims describe the same process. The only true distinction between the claims is the 
limitation in claim 8 of the issued patent "d) repeating steps b) and c) for at least two 
cycles, wherein the resultant mixture in step (b) of a cycle includes the chimeric double- 
stranded polynucleotide sequences from step c), and the further cycle forms a further 
chimeric double-stranded polynucleotide sequences whereby and the average length of 
chimeric polynucleotide sequences increases in each cycle" The corresponding 
limitation of claim 12 of the instant application "d) repeating steps (b) and (c) as desired" 
is generic to the limitation in claim 8 of the issued patent. Because claim 8 of the instant 
application does not recite any step of removing the chimeric double-stranded 
polynucleotide in step (c), said chimeric double-stranded polynucleotide would 
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inherently be present in step (d). Therefore, the only distinction between claim 8 of the 
issued patent and claim 12 of the instant application is the requirement in the method of 
the issued patent of "repeating steps b) and c) for at least two further cycles" (a species) 
while the method of claim 12 of the instant application only requires "repeating steps (b) 
and (c) as desired" (a genus). 

15. Because depending claims 13-16 of the instant application correspond exactly to 
depending claims 9-12 of the issued patent, and because claim 8 of the issued patent 
renders the claim 12 of the instant application obvious for the reasons discussed above, 
so then do claims 9-12 of the issued patent render claims 13-16. respectively, of the 
instant application obvious as a species anticipating a genus. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Samuel Woolwine whose telephone number is (571) 
272-1 144, The examiner can normally be reached on Mon-Fri 9:00am-5:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gary Benzion can be reached on (571) 272-0782. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status infomnation for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status infomnation for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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